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Pro viding  yo ur  te am  with ac t iona ble  ins ig hts  to strea mlin e 
ac t iv i t ies  an d improve  ope ration s a nd pe rfo rmanc e . 

QMS GAP 
ASSESSMENT

Certified Minority Owned Small Business



What We Do

High Level Review & 
Assessment

Deep Dive Review & 
Assessment

2 to 6 weeks 1 to 3 months 

1 to 4 consultants 2 to 20 consultants 

~$15k per QS element ~$50k per QS element

We leverage advanced analytics to help Quality leaders identify compliance risks and areas of 
opportunity for improvement.

➢ Strong framework and advanced tools

➢ High value, low cost 

➢ Highly experienced industry professionals 

We conduct analyses for each Quality System (QS) element, we look at multiple regulatory 
and operational dimensions, well beyond the review of your SOPs vs cGMPs. 

➢ Quality System Elements: Batch Records, Deviations, CAPA, Complaints, Change Control, etc.  

➢ Dimensions: QA Oversight, RCA, Risk Assessment, Effectiveness Check, cGMP, SOP adherence, GDP, 

etc. 



How We Do It

1. Deploy proprietary templates and checklists

2. Highly experienced consultants review Quality 

System element documents

3. Apply advanced analytics to generate insights 

on outcome of reviews



Case Study

A pharmaceutical company received a Warning Letter, OQSIE performed a gap assessment on the Quality 
System elements cited on the Warning Letter and developed a comprehensive remediation plan.

Si t ua ti o n:  

➢ SOP redesign for Quality System elements identified in the Warning Letter
➢ Remediation of Quality Systems not cited in the Warning Letter
➢ Interim Controls 

➢ Additional controls on QS currently in-scope (prospective reviews)
➢ Controls on QS not currently in-scope (prospective reviews)

➢ Other pro-active initiatives 
➢ ANDA vs MBR Remediation
➢ Batch Record harmonization and simplification 
➢ Reconfiguration of MasterControl 

A ppr oa c h:  
Team of 20 consultants performed a deep dive assessment of all quality system elements leveraging our 
proprietary templates and checklists. 

O ut co me :
OQSIE identified and prioritized the areas of regulatory risk and opportunity for improvement for each QS 
element, and created a comprehensive remediation plan with the following major initiatives: 



Case Study 

E xa mpl e  o f  c on t en t  o f  t h e Ga p Ass es sme nt :  

Quality Systems 
Assessed

Synthesis of assessments

Complaints High risk of additional regulatory action

Change Control High risk of additional regulatory action

CAPA High risk of additional regulatory action

Deviation Management High risk of additional regulatory action

Validation High risk of additional regulatory action

Laboratory Controls Risk of additional regulatory action

Batch Release Needs significant improvement

Training Needs a different structure and 
approach

Summary of Findings

Update Policies & SOPs

Training and Implementation of changes to 
Policies and SOPs 

Assess effectiveness of changes

Adjust performance 
management 

Interim Controls

ANDA vs MBR Assessment

0 3 6 9 12

ANDA and MBR vs 
Validation Assessment 

MBR and Validation Remediation 

Reduced Interim Controls

Batch Record Harmonization and Simplification 

Reconfigure Master Control 

Month →

High Level Timeline of Remediation Plan 



Case Study 
E x amp l es  o f  G ap  A sse ssme n t re po rt s :  

             
                  
          

      
    

        

         
     

        

   
     
  

       
 

   
     
  

       
 

       
        
        

     
        

      
    

        

              
      

          
     
   

     
   

       
 

      
  

      
  

             
      

  
        

     
   

     
   

       
 

      
  

      
  

        
       
    

         
  

      
     

      
     

        
       
    

                 
             

       
    

         
    

                 
       
    

              
         

  
      
     

      
     

        
   

       
    

    

                    
         

       
    

         
  

      
     

      
     

        
       
    

        
         

  
                

       
    

                   
      

  
        

     
   

     
   

       
 

      
  

      
  

       
         

  
      
     

      
     

    
       
    

    

                 
      
                     

                      
      
     

      
                 

                          
       
    

    

       
      

  
        

     
   

     
   

       
 

      
  

      
  

                  
      
     

      
     

        
   

       
    

       
    

              
          

       
    
      
     
      
    

                        

                       
                        

    
          

    
   

       
   

       
       
        

    
 

       
    

              
      

  
        

       
 

       
 

        
     
   

      
  

       
      

  
        

       
 

       
 

        
     
   

      
  

             
      

  
        

       
 

       
 

        
     
   

      
  

               
              

        
   

         
  

        
   

        
   

        
        

   

                   
      

  
        

       
 

       
 

        
     
   

      
  

                 
        
       

       
     

       
          

                                              
                                

              
        

     

                                               
                           

                                             
                                        
          

              
        

                                           
                              

              
        

                                    
                       

              
        

                                   
              
        

                                                
                         
                                       
                                               
                          
                                            
                                              
                                  
            
                                              
   

              
        

                                            
                                 
                                       
                                             
                                            
                          

              
        

                                                
                                                 
                                                   

              

                   
               

 

                
             

 

               
            

                 
         

 

             
              

 

              
             

 

                        
                     
                                                            
                                     

                          
                                                             
         
                       
                                      

                 
                            

                               
                                                  

We deliver detailed 
reports for each Quality 
System element. 



www.oqsie.com | info@oqsie.com

Work With Us

CONTACT: 

Jaime Velez at Jaime.Velez@oqsie.com

We offer the best value for our client's money in the industry. 

http://www.oqsie.com/
mailto:Jaime.Velez@oqsie.com
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